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» The MAILING DATE of this communication appears on the rover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions cf time may be available under the provisions of 37 CFR 1 136(a). In no event, however may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (3Uj days will be considered timely 

- If NO period for reply is specified above, the maximum statutory period wil! apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even it timeiy fiied, may reduce any 
earned patent term adjustment. See 37 CFR 1 704(b). 

Status 

1 )G Responsive to communication(s) filed on 28 October 2002 . 
2a)G This action is FINAL. 2b)G This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay!e, 1935 CD. 1 1, 453 O.G. 213. 
Disposition of Claims 

4) lj Ciaim(s) 1-44 and 47-49 is/are pending in the application. 

4a) Of the above ciaim(s) is/are withdrawn from consideration. 

5) G Claim(s) 1,2,4,6-8,21,23 and 25-27 is/are allowed. 

6) G Claim(s) 3, 5, 9-20, 22, 24, 28-44, and 47-49 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) G The specification is objected to by the Examiner. 

1 0)D The drawing(s) filed on is/are: a)D accepted or b)G objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)G approved b)G disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 
12)G The oath or declaration is objected to by the Examiner. 
o^ri*„ .mHpr 35 U.S.C. 119 and 120 



I Oj\ | / W^HV ^ 

a)0 All b)G Some*c)G None of: 

1 . G Certified copies of the priority documents have been received. 

2. G Certified copies of the priority documents have been received in Application No. 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)G Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 



15)U Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachments) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) G Notice of Informal Patent Application (PTO-152) 

3) G Information Disclosure Statement(s) (PTO-1449) Paper No{s) . 6) G Other: 
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PTO-326 (Rev. 04-01} 
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DETAILED ACTION 



1 . The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

2. The objection to claims 8 and 27 is withdrawn in light of the claim amendments. 

3. The rejection of claims 1 -49 under the judicially created doctrine of obviousness-type 
double patenting is withdrawn in light of the claim amendments. 

4. The rejection of claims 1 -49 under 35 U.S.C. 112, 2 n(1 paragraph, is withdrawn in light of 
the claim amendments. 

5. The rejection of claims 1-49 under 35 U.S.C. 112, l sl paragraph, requiring a deposit of 
the seed of plant PH7 JD, is withdrawn, in light of the deposit. 



6. Claims 3, 5, 12, 13, 22, 24, 30-33, 40-44, and 47-49 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

In claims 3 and 22: the recitation "wherein said plant has been manipulated to be male 
sterile" renders the claim indefinite. It is not clear if the claim is directed towards detasseled 



Claim Rejections - 35 USC lu 




Paee3 
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u i, , n transformed with a eene conferring male sterility. The following 
plants, or plants that have been transformed wi „ 

u nested- V in claims 3 and 22, replace "manipulated to be male sterile" wtth - 
amendments are suggested, i , in u<m 

i ■ „ fi-nncnpnir male 

plant produced by the method of claim 50. 

. r +^«ioctc" in line 1 . It is 

,„,,„™ Sand 24: .here is improper an.eceden. bas.s .or p,.,.opl.™ 

. „™„ f ™,he claims, and ft* a new claim be produced d.rec.ed 

suggested that the ierm uc imh«.» * 

ln daims 31 , and 40: ,he claim is ,def,ni.= because the reci.a«ion -comprising .» 

. . oes not indicate how many crosses are .0 be pe.fom.ed by .he method. , 

1 does noi uwmi; 

• , F1 b einserted 1 ntolinelofclaimsl2and31after"producing 
suggested that the recitation - F1-- be insenea 

,. and -n hybrid- be mserred in c.a.m 40, lines 1 and 6. before "maize". 

Itisnolcl ear*,sn.ea,by.hisrec,,,on. I f.hema, Z c P ,an.ofc 1 aim 2 ,,fo.e M mpie, 
;< -taped. I. is no. clear what is mean, by the term 



line 



"essentially" 

plant 0 ,he. .ban PH5TG. The.e ,s also insufficient antecedent basis for the reeitat.on -ftc 

pedigree". 
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An Unit: 1638 

7. Claims 9-14, 17-20, 28-33, 36-39, 41-44, and 47-49 remain and claims 15, 16, 34, 15. 
and 40 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention, for the reasons of record stated in the Office action mailed 05 August 2002 
under item 5. Applicants traverse the rejection in the paper filed 28 October 2002. Applicants' 
arguments have been fully considered but were not found fully persuasive. 

Applicants argue that the amendments to claims 3 and 22 obviate the rejection (response, 
paragraph bridging pages 12-13). The amendments do overcome the rejection, and the rejection 
has been withdrawn from claims 3 and 22. 

Applicants argue that because of the linked genes fixed in PH5TG, one can cross PH5TG 
with another line, select a plant expressing at least 2 PH5TG traits and a trait from the other plant 
line (response, page 13, 2 nd full paragraph). However, the other parent could also express the 
some of the same traits as PH5TG and pass it on to the progeny. Further, the traits inherited from 
the other parent are not known, since the description of the other parent is not provided. 
A^n^nK arpue that the fact that technical tools to fully describe the unique 

characteristics of the full genome of PH5 1 U do not caim uu^ 

derived from them any less entitled to adequate patent protection. Applicants continue, 
indicating that if the Office now views traits as an unacceptable means of description, other 
means of description by those of ordinary skill in the art may be used to satisfy written 
description. Applicants draw analogy to Ex Parte Tanks Icy, in which the Board held that the 
manner in which Applicants describe their invention is at their discretion (response, paragraph 
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Art Unit: 1638 

St 

bridging pages 14-15 and page 15, 1 full paragraph). Applicants continue, arguing that 
amended claims 17, 33, and 36 limit the progeny covered to those within two outcrosses from 
PH5TG, and to those of ordinary skill in the art, this indicates that a line that is fewer crosses 
away from a starting line will be, as a whole, more highly related to the starting line, and the 
work of the original breeder in developing the starting line will be retained in the closely related 
progeny (response, page 15, 2 nd full paragraph). However, the progeny will also retain the 
material inherited from the other plants involved in the crosses, which are not described by the 
specification. The progeny plants would be closely related to the other parent as well. 
Regarding Applicants' comment about the acceptance of traits by the Office to satisfy written 
description: Applicants are requiring the claimed progeny of the deposited line to express only 
two traits that also expressed by PH5TG. Clearly, plants express many more traits than just two. 
The traits enumerated in the claims are also not unique to PH5TG, and therefore describing a 
plant by saying that it expresses 2 particular traits does not distinguish it from any other plant 
that expresses the same traits. Further, only claim 14 requires the plant to express 2 traits from a 
Markush listing. The other claims place no limitations on the traits that can be expressed, and 
— nnrWribed traits that are not expressed by PH5TG. Further, claims 17, 33, and 36 

do not limit the progeny to be within 2 outcrosses oi rru i o. . . 

steps involved in the method open. Further, the method can comprise 2 or less outcrosses to any 
plant that has PH5TG as a progenitor. A plant that has PH5TG as a progenitor does not 
necessarily have PH5TG as one of its two immediate parents. 

Applicants also argue that the mere fact that progeny are not created fails to preclude 
their patentability, and possession can be shown by describing distinguishing identifying 
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characteristics (response, paragraph bridging pages 15-16). However, only one of the claims 
indicates that only 2 of the listed traits need to be expressed, and those listed traits are expressed 
by other plants. The presence of the traits themselves does not distinguish the claimed piants 
from other plants that express them, nor do they provide any information of all the other traits of 
the claimed plants. Applicants argue that pedigree is a distinguishing characteristic that is in 
compliance with written description guidelines (response, paragraph bridging pages 15-16). 
However, a pedigree does not describe Ihe morphological and physiological traits of an 
organism, especially when a!! of the ancestors of an organism are not described. Further, it is not 
clear how a plant that is twenty generations removed from PH5TG is described by it. Applicant 
argues that the genetics of PH5TG is described by the ATCC deposit of its seed, and by limiting 
the progeny to 2 or less outcrosses, the concern that the progeny are only distantly related to 
PH5TG is addressed (response, page 16, 1 full paragraph). However, the deposit only describes 
PH5TG. It does not describe the morphological and physiological traits of any other plant. 
Further, the claimed plants are not all limited to 2 or less outcrosses. 

Applicants argue that one of ordinary skill would know if PH5TG were utilized in a 



be used to verify whether PH5TG is within the pedigree oi a imc ^iwyun^, - , 
paragraph). However, determination that PH5TG is an ancestor of a plant does not provide 
sufficient description of all of the morphological and physiological traits of that plant. Further, 
the specification does not describe any molecular determinants that one would need to identify 
any genetic material as having been derived from PH5TG. No description has been provided 
concerning molecular markers that are unique to the PH5TG genome, for example. Further, 



™in*na at the breeding records, and that routine molecular techniques can 
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Applicants believe 



that the tools to fully descnbe the unique characters «, ««, .«.. a 



use 



PH5TG do not exist. 

. i ,~,,»ri fmm nrneenv lhat 

u ■ iKatthp influence of PH5'l'(jcannoiuciciiiu»v« r -- u - 

Applicants emphasize that the mtiuence 

, fmm PH5TG an d the claimed progeny cannot be derived without the 
are 2 outcrosses removed from PH5 i u, anu 

ofPH5TG as a paren, Apples beheve ,ha, .his hrghl^s ** ^ 

, . _ _r „ r ~„i hreqdt^> because a lar^e 
Examiner' s interpretation of the claims to piogcn> , as Dein D . 

■ ■ ; mnr « the essential limitation that only a plant 

, , _u fnii within its scope, ignores me essemwi 

number 01 piauu> — - — ' . 

dCTe ,„ped ,hrou„ .he use of PH5TG is wi,h,n ,he seope of .he Cain, (response. P* > » 
... ro . be lgrvi No descnp.,on is provided a, aii as .0 ..re o.her ances.ors, or .he .rar.s 

,-w. ^ dain, 14 has been amended ,o specify ,ha. .he PH5TG .ra„s 



were not derived from other plants used in the deve.opmem o, «, — ~ , 

n 1 M However a»ain, two traits are not sufficient to describe a 
paragraph bridging pages 1 / -1 8). However, a & a , 

, • fo^fthp traits listed in the claim. Applicant 
plant. The plants of claim 14 express more than just 2 of the traits 

A that since PH5TG is described, that its descendents must 
has argued that PH5TG is unique, and that since rn-> u 

.u» ^inatinn of eenes that produce PH5TG makes that 
also be described. However, wnnc ««, - ~ 
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.1 + ir 1 *^ 

. v u U w v 



un ,ue. The c,a, m ed plants do no, have ,he complete comb,na,,on o, gene> u« , 



1 i^o^ not Hfscnbed the 



al.owab.e (paragraph bndging pages 14-lfl. However. Appucan, »* 

into i< ah of ,he genettc materia, of PH5TG. Descendants a,so inner,, genehc nrateria, from 



not 

ntber ancestors 

Applicants cue, 



identi 



. ,. .„ ,„„ «„ and RFLP techniques can be used to analyze Fl hybrids and 

\ppilCciilis ai5^ v..v*v 

fyinE the parents of a hybnd by SSR data when neither parent ,s known (response, page , S, 
.. r..„ p „ a „aph, However, choices of possib.e parents were provided. Further, Apphcants 

Appli can,s also note tha, a c,a,m to the F , hybrid made with a deposited iine was express., 

■,. ,„c. VSPQ 2* m. ,m <SC, 200,> (response, page ,S, 2- ft., paragraph). However, 

,.h „„ under 35 U.S.C. 101, not written description. 



Applicants a.so argue, regarding Cairns drawn tow.™ - 

comprisi „g one or more transgenes or smgle gene conversions, tha, examples of trahs and single 
g ene converse are given ,n the speciucatio. Applicants argue that even ,f more than one ,ra„ 

fDl Tc T r T u nnlv minimally affected, and argue 
is affected by the transgene, that the genet.es of PH5TG >s only 

. .... : _ n iwnim , that is estimated to have over 50,000 to 80,000 

that insertion of one or a lew gene, - 5 ...~ 

,.1Q 1 st full oaraeraph). However, Applicants are not 
genes is a minor change (response, page 19, 1 lull parayap , 
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consider .he effect of .he .ransgene on ,he morphological and physiological traits of PH5TG. 
Even .he novce ,n .he a., would recogmze .ha. even a sin g ,e gene cou,d potentially have a 

the, genome ui 

significant effect on a plan.. Tha. .he addition a tew more nnueu,,^ - 

PH5TG fails .0 signif.can.ly add ,0 ,hc total number of nucleotides, is no, .he poin.. The 
.ransgenes may be of any gene, including .hose .ha. affec. more man one <ra». The 
.nosological and physiological charac.eri,,cs of any such plan, are no. described. For 

rr^^t rr-^p +V»on iiict rme gene. £111(1 

example, a .ransgene .ha, is a transcription .actor can efrec, mo,e J,-. .,us, ... g. 

,, , r , ,„,s would express different morpho.ogical and physiological traits from 

PH5TG, which are no, described. 1. is suggested ,ha, c.a,ms 1 1 and 30 be amended to list ,he 
W cs of .ransgenes con,e m p,,ed in ,he specification, for example disease or pes, resistance 
,„„ PI provided ,he prior art teaches those isolated genes. 

Applicants a.so argue, regarding ,he method claims, that the methods are fully tocriM 
(page ,9, ,as, paragraph). However, the progeny plants of PH5TG that are reunited in the 
methods are no, desenbed, and those plants are a par, of the claimed methods. 



' 1 1 ry> C 



18.90 and 47-49 are re) ec 



:ted under 35 U.S.C. 112, first paragraph, as containing 



subject matter which was not described in the specii.ca.on „, — * - - - 

in the art to which it pertains, or with which it is most nearly connected, to make and/or use the 

invention. 

T „e Caims are broadly drawn .owards maize plan, PH5TG or a maize plan, having all the 

.... ■ „w.„w.ir. of PH5TG, further comprising one or more 
morphological and pnysioiu^a. u„«^ - - 

single gene conversions. 
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The specification teaches that single gene conversions, or introgression, uf the disclosed 
maize plant through traditional breeding is contemplated (page 21, lines 16-31). However, the 
specification does not teach any PH5TG plants comprising single gene conversions. It is not 
clear that single genes may be introgressed into the genetic background of a plant through 
traditional breeding. Hunsperger et al. (US Patent No. 5,523, 520), Kraft et al. (Theor. Appl 
Genet., 2000, Vol. 101, pages 323-326), and Eshed et al. (Genetics, 1996, Vol. 143, pages 1807- 
1817), for example, teach that it is unpredictable whether the gene or genes responsible for 
conferring a phenotype in one plant genotypic background may be introgressed into the genetic 
background of a different plant, to confer a desired phenotype in said different plant. 
Hunsperger et al. teach that the introgression of a gene in one genetic background in any plant of 
the same species, as performed by sexual hybridization, is unpredictable in producing a single 
gene conversion plant with a desired trait (column 3, lines 26-46). Kraft et al. teach that linkage 
disequilibrium effects and linkage drag prevent the making of plants comprising a single gene 
conversion, and that such effects arc unpredictably genotype specific and loci-dependent in 
nature (page 323, column 1, lines 7-15). Kraft et al. teach that linkage disequilibrium is created 
i „ wnt oriaic when several lines become fixed for a given set of alleles at a number of 
different loci, and that very little is known about the plant oreeuing u 

an unpredictable effect in plant breeding (page 323, column 1 , lines 7-15). Eshed et al. teach that 
in plants, epistatic genetic interactions from the various genetic components comprising 
contributions from different genomes may affect quantitative traits in a genetically complex and 
less than additive fashion (page 1815, column !, line 1 to page 1816, column 1, line 1). In the 
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absence of further guidance, undue experimentation would be required by one sknieu in the art to 
overcome the difficulties and unpredictability of single gene conversions taught in the prior art. 



Claim Rejections - 35 USC § 102 & 103 

9. Claims 13, 17, 32, 33, 36, 41, and 43 remain rejected under 35 U.S.C. 102(e) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Luedtke, Jr. (U.S. 
Patent No. 6,153,81 7), for the reasons of record stated in the Office action mailed 05 August 
2002 under item 7. Applicants traverss the rejection in the paper received 28 October 2002. 
Applicants' arguments and the claim amendments were fully considered but were not found 
persuasive for claims 13, 17, 32, 33, 36, and 41. 

Applicants argue that claims 1 7 and 36 have been limited to a plant two crosses away 
from PH5TG, and that if an independent claim is non-obvious, any claim depending therefrom 
must be non-obvious (response, page 21, 3 rd full paragraph). However, claims 17 and 36 are 
product-by-process claims, which may be properly rejected over prior art teaching the same 
product produced by a different process. See In re Thorpe , 227 USPQ 964,966 (Fed. Cir. 1985). 

11 Kn ^ rp ™ v number of crosses with plants that do not have PH5TG 

as a progenitor. Also, the open term "comprises" indicates other steps can uc mciu^~. 

Applicants argue that the plants of claims 41 and 43 are one-cross removed from PH5TG 
(response, paragraph spanning pages 21-22). However, parent claim 40 does not clearly indicate 
that the method is only for producing Fl generation plants. It is suggested that claim 40 be 
amended as discussed above. 
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AIL UUll. iujo 



0. Claims 1, 2, 4, 6-8, 21, 23, and 25-27 are allowed. Claims 3, 5, 9-20, 22, 24, 28-44, and 



47-49 remain rejected. 



Vi thp pvaminer 

ii atLuinpto l\j iwuvii 



Contact Information 

Any inquiry concerning this or earlier communications from the examiner should be 
directed to Ashwin Mehta, whose telephone number is 703-306-4540. The examiner can 
normally be reached on Mondays-Thursday, and alternate Fridays from 8:00 A.M to 5:30 P.M. 

bv teleohone are unsuccessful, the examiner's supervisor. Amy 
Nelson, can be reached at 703-306-3218. The fax phone numbers for the organization where this 
application or proceeding is assigned are 703-305-301 4 and 703-872-9306 for regular 
communications and 703-872-9307 for After Final communications. Any inquiry of a general 
nature or relating to the status of this application or proceeding should be directed to the 
receptionist whose telephone number is 703-308-0196. 




ASriWIN D. MEHTA, PH.D 
PATENT EXAMINER 



